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Agricultural Marketing Service, USDA § 58.916

1 21 CFR Part 18 was redesignated as Part
131 at 42 FR 14302, Mar. 15, 1977.

requires, the following terms shall
have the following meaning:

(a) Evaporated milk. The liquid food
made by evaporating sweet milk to
such point that it contains not less
than 7.5 percent of milkfat and not less
than 25.5 percent of the total milk sol-
ids. The finished product shall conform
to the requirements of § 18.520 ‘‘Defini-
tions and Standards of Identity for
Milk and Cream,’’ Food and Drug Ad-
ministration (21 CFR 18.520).1

(b) Concentrated milk, plain condensed
milk. The product which conforms to
the standard of identity for evaporated
milk except that it is not processed by
heat to prevent spoilage. The container
may be unsealed, and stabilizing ingre-
dients are not used. The finished prod-
uct shall conform to the requirements
of § 18.525 ‘‘Definitions and Standards of
Identity for Milk and Cream,’’ Food
and Drug Administration (21 CFR
18.525).1

(c) Sweetened condensed milk. The liq-
uid or semi-liquid food made by
evaporating a mixture of sweet milk
and refined sugar (sucrose) or any com-
bination of refined sugar (sucrose) and
refined corn sugar (dextrose) to such
point that the finished sweetened con-
densed milk contains not less than 28.0
percent of total milk solids and not
less than 8.5 percent of milkfat. The
quantity of sugar used is sufficient to
prevent spoilage. The finished product
shall conform to the requirements of
§§ 18.530 or 18.535, respectively, ‘‘Defini-
tions and Standards of Identity for
Milk and Cream,’’ Food and Drug Ad-
ministration (21 CFR 18.530 and 18.535).1

(d) Ultra-pasteurized. The product
shall have been thermally processed at
or above 280 °F for at least 2 seconds,
either before or after packaging, so as
to produce a product which has an ex-
tended shelf life under refrigerated
conditions.

EQUIPMENT AND UTENSILS

§ 58.912 General construction, repair
and installation.

The equipment and utensils used for
processing and packaging evaporated,
condensed or ultra pasteurized dairy

products shall be as specified in § 58.128.
In addition for certain other equip-
ment, the following requirements shall
be met.

§ 58.913 Evaporators and vacuum
pans.

All equipment used in the removal of
moisture from milk or milk products
for the purpose of concentrating the
solids should comply with the require-
ments of the 3–A Sanitary Standards
for Milk and Milk Products Evapo-
rators and Vacuum Pans.

§ 58.914 Fillers.

Both gravity and vacuum type fillers
shall be of sanitary design and all prod-
uct contact surfaces, if metal, shall be
made of stainless steel or equally cor-
rosion-resistant material; except that,
certain evaporated milk fillers having
brass parts may be approved if free
from corroded surfaces and kept in
good repair. Nonmetallic product con-
tact surfaces shall comply with the re-
quirements for 3–A Sanitary Standards
for Plastic, and Rubber and Rubber-
Like Materials. Fillers shall be de-
signed so that they in no way will con-
taminate or detract from the quality of
the product being packaged.

§ 58.915 Batch or continuous in-con-
tainer thermal processing equip-
ment.

Shall comply with title 21, chapter 1,
subpart 128b—‘‘Thermally Processed
Low-Acid Foods Packaged in Hermeti-
cally Sealed Containers.’’ The equip-
ment shall be maintained in such a
manner as to assure control of the
length of time of processing, and to
minimize the number of damaged con-
tainers.

§ 58.916 Homogenizer.

Homogenizers where applicable shall
be used to reduce the size of the fat
particles and to evenly disperse them
in the product. Homogenizers shall
comply with the applicable 3–A Sani-
tary Standards.
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OPERATIONS AND OPERATING
PROCEDURES

§ 58.917 General.
There are many operations and pro-

cedures used in the preparation of
evaporated, condensed and ultra pas-
teurized dairy products that are simi-
lar, therefore, the following general re-
quirements will apply when such oper-
ations or procedures are used.

§ 58.918 Standardization.
The standardization of the product to

obtain a finished product of a given
composition shall be accomplished by
the addition or removal of milkfat,
milk solids-not-fat and/or water. The
ingredients added to accomplish the
desired composition shall be of the
same hygenic quality as the product
being standardized.

§ 58.919 Pre-heat, pasteurization.
When pasteurization is intended or

required by either the vat method,
HTST method, or by the HHST method
it shall be accomplished by systems
and equipment meeting the require-
ments outlined in § 58.128. Pre-heat
temperatures prior to ultra pasteuriza-
tion will be those that have the most
favorable effect on the finished prod-
uct.

§ 58.920 Homogenization.
Where applicable concentrated prod-

ucts shall be homogenized for the pur-
pose of dispersing the fat throughout
the product. The temperature of the
product at time of homogenization and
the pressure at which homogenization
is accomplished will be that which ac-
complishes the most desired results in
the finished products.

§ 58.921 Concentration.
Concentrating by evaporation shall

be accomplished with a minimum of
chemical change in the product. The
equipment and systems used shall in no
way contaminate or adversely affect
the desirability of the finished product.

§ 58.922 Thermal processing.
The destruction of living organisms

shall be performed in one of the fol-
lowing methods: (a) The complete in-
container method, by heating the con-

tainer and contents to a range of 212 °F
to 280 °F for a sufficient time; (b) by a
continuous flow process at or above 280
°F for at least 2 seconds, then packaged
aseptically; (c) the product is first
processed according to methods as in
paragraph (b) of this section, then
packaged and given further heat treat-
ment to complete the process.

§ 58.923 Filling containers.

(a) The filling of small containers
with product shall be done in a sani-
tary manner. The containers shall not
contaminate or detract from the qual-
ity of the product in any way. After
filling, the container shall be hermeti-
cally sealed.

(b) Bulk containers for the product
shall be suitable and adequate to pro-
tect the product in storage or transit.
The bulk container (including bulk
tankers) shall be cleaned and sanitized
before filling, and filled and closed in a
sanitary manner.

§ 58.924 Aseptic filling.

A previously ultra pasteurized prod-
uct shall be filled under conditions
which prevent contamination of the
product by living organisms or spores.
The containers prior to being filled
shall be sterilized and maintained, in a
sterile condition. The containers shall
be sealed in a manner that prevents
contamination of the product.

§ 58.925 Sweetened condensed.

After condensing, the sweetened con-
densed product should be cooled rap-
idly to about 85 °F to induce crys-
tallization of the oversaturated lac-
tose. When the desired crystallization
is reached further cooling is resumed
to 68°–70 °F.

§ 58.926 Heat stability.

Prior to thermal processing of con-
centrated products and where stabi-
lizers are allowed, tests should be made
on the heat stability of the product to
determine necessity for, and the
amount of stabilizer needed. Based on
the stability tests, safe and suitable
stabilizers and emulsifiers may be
added.
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